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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

HILDEBRAND et al/ K ' f '**\ Group Art Unit: 1616 



10/808,129 
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Mail Stop Amendment 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

We are transmitting the following documents along with this Transmittal Sheet (which is submitted in triplicate): 
X An itemized return postcard. 

A Petition for Extension of Time for month(s) and a check in the amount of $ for the required fee. 

X An Information Disclosure Statement (2 pgs); 1 449 forms (4_ pgs); and copies of 39 documents cited on the 
1449 forms. 

A request for continued examination (RCE) and a check in the amount of $, for the required filing fee. 

An Appeal Brief and a check in the amount of $_, for the required Appeal Brief filing fee. 

A check in the amount of $ , for . 

A certified copy of a _ application, Serial No. filed , the right of priority of which is claimed 

under 35 U.S.C. §119. 
Other: 

Amendment No Additional fee is required. The fee has been calculated as shown: 



Fee Calculation for Claims Pending After Amendment 




Pending Claims 
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Amendment (1) 


Claims Paid for 
Earlier (2) 


Number of 
Additional 
Claims (1-2) 


Cost per 
Additional 
Claim 


Additional Fees 
Required 


Total Claims 








x $50 = 




Independent 
Claims 








x $200 = 




One or More New Multiple Dependent Claims Presented? If Yes, Add $360 Here -> 




Total Additional Claim Fees Required 





Please consider this a PETITION FOR EXTENSION OF TIME for a sufficient number of months to enter these 
papers and please charge any additional fees or credit overpayment to Deposit Account No. 13-4895. Triplicate 
copies of this sheet are enclosed. 

CERTIFICATE UNDER 37 C.F.R. §1.8 : The undersigned hereby certifies that this Transmittal Letter and the 
paper(s), as described hereinabove, are being deposited in the United States Postal Service, as first class mail, in an 
envelope addressed to: Mail Stop Amendment, Commissioner for Patents, P.O. Box 1450, Alexandria, VA 2231 3- 
1450, on this ^TH^c day of January , 2006. 

MUETING, RAASCH & GEBHARDT, P.A. By:. 

Customer Number: 2681 3 Kevin W. Raasch 

Reg. No.: 35,651 
Direct Dial: 612-305-1218 
Facsimile: 612-305-1228 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Applicant(s): HILDEBRAND et al. 

Serial No.: 10/808,129 
Confirmation No.: 4529 



Filed: 
For: 



March 24, 2004 
INTRATHECAL GABAPENTIN COMPOSITIONS 



Group Art Unit: 1616 

Examiner: David Paul Stitzel, Esq. 



INFORMATION DISCLOSURE STATEMENT 

Mail Stop Amendment 

Commissioner for Patents 

P.O. Box 1450 

Alexandria, VA 22313-1450 
01/26/2006 HDEHESS1 00000061 134895 10808129 

01 FC:1806 Sir: 180.00 DA 



In compliance with the duty imposed by 37 C.F.R. § 1.56, and in accordance with 
C.F.R. §§ 1.97 et. seq., the materials enclosed herewith are brought to the attention of the 
Examiner as possibly being of interest in connection with the above-identified patent application. 
Per M.P.E.P. §609, the information cited in the present Information Disclosure Statement shall 
not be construed to be an admission that the information is, or is considered to be, material to 
patentability. Consideration of each of the documents listed on the attached 1449 forms is 
respectfully requested. Pursuant to the provisions of M.P.E.P. §609, Applicant further requests 
that a copy of the 1449 forms, marked as being considered and initialed by the Examiner, be 
returned with the next Official Communication. 

Since this Information Disclosure Statement is submitted after the receipt of an 
Office Action in the above-identified patent application, please charge the fee of $180 under 
37 C.F.R. §§ 1.97(c) and 1.1 7(p), or charge any additional fees, or credit any overpayment, to 
Deposit Account No. 13-4895. 
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The Examiner is invited to contact Applicants' Representatives at the below- 
listed telephone number if they can be of any assistance during prosecution of the present 
application. 



CERTIFICATE UNDER 37 CF.R. 1 .8: 



The undersigned hereby certifies that this 
paper is being deposited in the United 
States Postal Service, as first class mail, in 
an envelope addressed to: Mail Stop 
Amendment, Commissioner for Patents, 
P.O. Box 1450, Alexandria, VA 223 13- 
1450, on this Z d ay of January , 2006. 

Kevin W. Raasch 



January 



2^ 



2006 



Date 



KWR/skd 



Respectfully submitted 

By 

Mueting, Raasch & Gebhardt, P.A. 
P.O. Box 581415 
Minneapolis, MN 55458-1415 
Phone: (612)305-1220 
Facsimile: (612)305-1228 
Customer Number 26813 



Kevin W. Raasch 

Reg. No. 35,651 

Direct Dial 612/305-1218 
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/ 


Ben-Menachem et al., "Selected CSF biochemistry and gabapetin concentrations ! 
in the CSF and plasma in patients with partial seizures after a single oral dose of 
gabapentin," Epilepsy Res., 1992; 77(l):45-49. 




/ 


Bennett et al., "Future Directions in the Management of Pain by Intraspinal Drug 
Delivery," J. Pain Symptom Manage., 2000; 20(2):S44-S5O. 
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Caraceni et al., "Gabapentin as an Adjuvant to Opioid Analgesia for Neuropathic 
Cancer Pain," J. Pain Symptom Manage. , 1 999; 7 7(6):44 1 -445. 
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Chen et al., "Synergistic Effect between Intrathecal Non-NMDA Antagonist and 
Gabapentin on Allodynia Induced by Spinal Nerve Ligation in Rats," 
Anesthesiology, 2000; 92(2):500-506. 




/ 


Cheng et ah, "Antiallodynic Effect of Intrathecal Gabapentin and Its Interaction 
with Clonidine in a Rat Model of Postoperative Pain," Anesthesiology, 2000; 
92:1126-1131. 




/ 


Cho et al., "The Effect of Intrathecal Gabapentin on Mechanical and Thermal 
Hyperalgesia in Neuropathic Rats Induced by Spinal Nerve Ligation," J. Korean 
Med. ScL, 2002; 77:225-229. 
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"Clinical Trials: Brain Infusion of Muscimol to Treat Epilepsy," [online], 
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http://www.clinicaltrials.gov/ct/show/NCT00005925?order=l>; 4 pgs. 
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Eckhardt et al., Gabapentin Enhances the Analgesic Effect of Morphine in 
Healthy Volunteers," Anesthesia & Analgesia, 2000; 97:185-191. 




/ 


Field et al., "Gabapentin and pregabalin, but not morphine and amitriptyline, 
block both static and dynamic components of mechanical allodynia induced by 
streptozocin in the rat," Pain, 1999; S0(l-2):39 1-398. 
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Field et al., "Gabapentin (neurontin) and S-(+)-3-isobutylgaba represent a novel 
class of selective antihyperalgesic agents, Br. J. Pharmacol, 1997; 727:1513- 
1522. 
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Goa et al., Gabapentin. A Review of its Pharmacological Properties and 
Clinical Potential in Epilepsy," Drugs, 1993; 46(3):409-427. 
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Grabow et al., "Gabapentin Produces Dose-Dependent Antinociception in the 
Orofacial Formalin Test in the Rat, Reg. Anesth. Pain Med., 2002; 27(3):277- 
283. 
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Hammond et al., "Pharmacological and Neuroanatomical Studies of the 
Antinociceptive Effects of Intrathecally Administered Gabapentin, Masui, 1998; 
47 Suppl.:S229-S330. 
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Hunter et al., "The effect of novel anti-epileptic drugs in rat experimental models 
or acute and chronic pain, E«r. 7. Pharmacol, 1997; 324:153-160. 
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Hwang et al., "Effect of Subarachnoid Gabapentin on Tactile-Evoked Allodynia 
in a Surgically Induced Neuropathic Pain Model in the Rat," Reg. Anesth., 1997; 
22(3):249-256. 
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Jun et al., "The Effect of Intrathecal Gabapentin and 3-Isobutyl y-Aminobutyric 
Acid on the Hyperalgesia Observed After Thermal Injury in the Rat," Anesth. 
Analg., 1998;86:348-354. 
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Kaneko et al., "Intrathecally Administered Gabapentin Inhibits Formalin-Evoked 
Nociception and the Expression of Fos-Like Immunoreactivity in the Spinal Cord 
of the Rat," J. Pharmacol, Exp. Ther., 2000; 292(2):743-751. 
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